United States Patent [

Davies

US005840586A

[(11] Patent Number:

5,840,586

451 Date of Patent: *Nov. 24, 1998

[54] METHOD AND APPARATUS FOR
ANTENATAL RISK ASSESSMENT FOR
CHROMOSOMAL ABNORMALITIES
FACTORING IN MATERNAL AGE
INFLUENCE

[75] Inventor: Christopher John Davies, Energlyn

Park, United Kingdom

[73] Assignee: Clinical Diagnostic Systems, Inc.,
Rochester, N.Y.

[*] Notice: This patent issued on a continued pros-

ecution application filed under 37 CFR

1.53(d), and is subject to the twenty year

patent term provisions of 35 U.S.C.

154(a)(2).

[21] Appl. No.: 565,498
[22] Filed: Nov. 30, 1995

Related U.S. Application Data

[63] Continuation of Ser. No. 275,180, Jul. 14, 1994, abandoned.
[30] Foreign Application Priority Data
Jul. 22, 1993 [GB]

[51] Imt. CL® ..o GO1N 33/53; GO1N 33/92
[52] US.CL e 436/510; 436/65; 436/71,
436/131; 436/518; 436/811; 436/817; 705/2

[58] Field of Search ..........cccccccovueneuncncee 436/65, 86, 87,
436/131, 510, 518, 811, 817, 818, 71; 364/413.09;

705/2

United Kingdom .......ccccvnee. 9315230

[56] References Cited

U.S. PATENT DOCUMENTS

4,454,232 6/1984 Breglio et al. ....cccceeuevvviercnnnne 436/504
4,874,693 10/1989 Bogart .......ccoveeviiviiiniiiineins 435/7
5252489 1071993 MACHL voevoereereereeseesesseesreereesssreee 436/87

5,258,907 11/1993 Marci ....
5,506,150 4/1996 Canick et al.

... 364/413.01
.......................... 436/510

FOREIGN PATENT DOCUMENTS

0327337
WO-A-94
12884 of 0000
A-89-0696  1/1989
A-90-08325  7/1990

8/1989  European Pat. Off. .

WIPO .
WIPO .
WIPO .

OTHER PUBLICATIONS

Spencer et al, Ann Clin Biochem, 29, 506-518, 1992.
Wald et al., Brit. J. Obst. Gyn., 95, 334-341 (1988).

Wald et al., Brit. Med. J., 297, 883-887, (1988).
Reynolds et al., Ann. Clin. Biochem., 27, 452-458 (1989).

Primary Examiner—David Saunders

[57] ABSTRACT

The present invention provides a more accurate risk assess-
ment of antenatal screening results because the maternal age
of the patient is considered in evaluating the results from
various common screening markers, and especially the
results from UE determinations.
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